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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3_ 

THE MAILING DATE OF THIS COMMUNICATION. 



. MONTH(S) FROM 



- Extensions of time mey be available under the provisions of 37 CFR 1 . 1 36 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this ccffnmunicatton. 

- If the perrod for reply specified above is loss than tNrty (30) days, a reply witNn the statutory minimum of tNrty (30) days will be considered timely 

- If NO period for reply Is specified above, the maximum statuory period will apply and will expire SIX (6) MONTHS from the mailing date of tNs communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause tho application to becorrw ABANDONED (35 U.S.C. § 1 33) 

- Any reply received by the Office later than three months after the mailing date of this communication, even rf timely filed, may reduce any 
earned paterrt term adjustmertt. See 37 CFR 1 , 704(b). 

Status 

1 ) □ Responsive to communicationis) filed on 

2a) K This action is FINAL. 2b) □ This action is non-final. 

3)0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under £x parte Quay/e, 1935 CD. 11; 453 O.G. 213. 
Disposition of Claims 

Claim(s) 8-11 and 59-61 is/are pending in the application. 

— - . is/are withdrawn from consideration. 

■ is/are allowed. 

6) S1 Claim{s) 8-W and 59-67 

7) 0 Claim(s) 

8) 0 Claims 



4a) Of the above, claim(s) 
5)K Claim(s)17 



. is/are rejected. 
. is/are objected to. 



. a*"© subject to restriction and/or election requirement. 

Application Papers 

9)n The specification is objected to by the Examiner. 

wm The drawing(s) filed on Jun 26. 2001 is/are a) K accepted or blD objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a|. 
1 1 )□ The proposed drawing correction filed on is: a)^ approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

1 2) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) K Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)K All b)U Some* c)U None of: 

1 . K Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. 



3. □ Copies of the certified copies of the priority documents have been received in this National Staoe 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)n The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachmentis) 

1 ) □ Notice of References Cited {PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

2) □ Notice of Dreftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO- 1 52) 

3) O Information Disclosure Statement(s) (PTO- 1449) Paper No(8), 6) O Other: 
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DETAILED ACTION 

1 . Claims 8-1 1 and new claims 59-61 are under consideration in this Office Action. 



Claim Rejections - 35 U.S.C § 101 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

3. Claims 8-1 1 and 59-61 are rejected under 35 USC 101 because the claimed invention is 
directed to non-statutory subject matter. 

Claims 8-1 1 and 59-61, as written, do not sufficiently distinguish over nucleic acids, 
proteins, cells, microorganisms, or antibodies as they exist naturally because the claims do not 
particularly point out any non-naturally occurring differences between the claimed products and 
the naturally occurring products. In the absence of the hand of man, the naturally occurring 
products are considered non-statutory subject matter. See Diamond v. Chakrabarty, 447 U.S. 
303, 206 USPQ 193 (1980). The claims should be amended to indicate the hand of the inventor, 
e.g., by insertion of "transformed host cell". See MPEP 2105. 



Claim Rejections - 35 U.S.C. § 112, 1st Paragraph 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertams, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

5. Claims 8-1 1 and 59-61 are rejected under 35 U.S.C. 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably convey 
to one skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

Applicants' arguments filed March 28, 2003 (Paper No. 12) have been fully considered 
but they are not persuasive. Applicants' position is that the skilled artisan would recognize that 
Applicants were in possession of the claimed invention since the specification lists 
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microorganisms which have nitrile hydrolyzing activity and that strains from this list can selected 
by screening for the loss or reduction of the activity of growth by assimilating an amide 
compound. The Examiner disagrees for the reasons of record and the following reasons stated 
below. 

The claims are directed to all possible mutant microorganisms which convert any cyano 
group into a any carboxyl group and are defective or reduced in converting a any cyano group 
into an any amide group. The specification, however, only provides a single representative 
species encompassed by these claims: a Rhodococcus sp. SD826 (PERM BP-7305) strain. 
Examples 1-3 of the specification show that Rhodococcus sp. SD826 (PERM BP-7305) produces 
3-cyanobenzoic acid in as similar amount compared to parent strain ATCC39484 and produces 
3-cyanobenzmide and phthalic acid monoamide at a reduced amoimt compared to parent strain 
ATCC39484. There is no written description for any mutant microorganisms which convert a 
any cyano group into a any carboxyl group and are defective or reduced in converting a any 
cyano group into any amide group. Applicants have failed to sufficiently describe the claimed 
invention, in such full, clear, concise, and exact terms that a skilled artisan would recognize 
Applicants were in possession of the claimed invention. 



6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless ~ 

(a) the invention was known or used by others in this country, or patented or described in a printed publication 
in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use 
or on sale in this country, more than one year prior to the date of application for patent in the United States. 

7. Claims 8 and 9 stand rejected under 35 U.S.C. 102(a) as being anticipated by Kato et al. 
Applicants' arguments filed March 28, 2003 (Paper No. 12) have been fully considered 

but they are not persuasive. Applicants' position is that the Rhodococcus sp. strain YH3-3 taught 
by Kato et al. is not the claimed invention of a mutant microorganism that has nitrilase activity 
and defective or reduced in nitrile hydratase activity. The Examiner disagrees for the reasons of 
record and the following reasons stated below. 

Kato et al. teach that upon heat treated, Rhodococcus sp. strain YH3-3 contains an nitrile 
hydratase which is reduced in activity and in absence of facts to the contrary inherently has an 
active nitrilase which converts a cyano group into a carboxyl group (see p. 253, right column, 5.2 
Microbial dehydration of E-pyridine-S-aldoxime by the heat-treated cells of Rhodococcus sp. 
Strain YHS-S). Thus, the reference teachings anticipate the claimed invention since the claims do 
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not recite that limitation that the claimed invention cannot be heat-treated. 



Conclusion 



8. 



Claim 1 1 is allowed. 



9 TfflS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until aft( 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
1.136(a) will be calculated fi-om the mailing date of the advisory action. In no event however 
will the statutory period for reply expire later than SIX MONTHS fi-om the mailing date of this 



?■ ,^ '"^"^'^ concerning this communication or earlier communications fi-om the exan 
should be directed to Christian L. Fronda whose telephone number is (703)305-1252 The 
Examiner can be contacted Monday-Friday fi-om 8:30AM - 5:00PM. If attempts to reach the 
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